The Medical Journal of Australia ISSN: 0025-729X 18 November 2013 199 10 684-686 ©The Medical Journal of Australia 2013 www.mja.com.au Research dverse drug reactions (ADRs) are a concern to patients, doctors and the Australian health care system, with high rates of medication misadventure, 1 adverse events in general practice patients, 2 and hospitalisations. 3 There are limited data on the long-term safety of newly marketed medicines and their use in patient groups not included in early clinical trials.
Most reporting of ADRs to the Therapeutic Goods Administration (TGA) is done by health professionals (doctors and pharmacists), hospitals and pharmaceutical companies, through mandatory reporting obligations. Con 4 Consumer reporting rates fell to 3% in 2011.
5 It is unclear if these rates are low because patients are unaware of ADRs or unaware of the processes by which reports can be made. Patients may prefer to report their suspicions of an ADR to state health departments (for vaccines) or a health professional, expecting that the doctor or pharmacist will report it to the relevant authority.
Recommendation 19 of a 2011 review of the transparency of the TGA requires the TGA to "more effectively facilitate the recognition and reporting of adverse events by health practitioners and consumers, and promote the adverse event reporting system". 6 With few data on the level of awareness of consumer reporting systems, we aimed to assess the knowledge and practices of a representative sample of the public regarding ADR reporting.
Methods
We collected data in two ways: a computer-assisted telephone interview (CATI) conducted by the Hunter Valley Research Foundation (HVRF; http:// hvrf.com.au), and an online survey using a Pureprofile research panel (http://www.pureprofile.com/au).
The HVRF conducts regular CATI wellbeing surveys in the Hunter, Upper Hunter and Central Coast regions of New South Wales, and researchers can add questions to these multipurpose surveys. Landline telephone numbers are selected from the electronic White Pages. Random selection is used for both the telephone numbers and the household participant (substitutions are not permitted). Informed verbal consent is obtained from participants. The interviews were conducted during September and October 2012.
Pureprofile provides access to an online panel of 80 000 Australian account holders (aged у 18 years) who provide detailed profile information on registration. The online survey was conducted in October 2012 using SurveyMonkey. Participants had to read an information sheet before accessing the survey questions, and completion of the survey was taken as consent to participate. Quota sampling was used to ensure equal participation of men and women across 10-year age bands and in proportion to population by state.
Following a similar study in the United Kingdom, 7 respondents were asked if they had ever had side effects from a medicine, the type of medicine involved, whether they informed a health professional, reasons for not reporting the side effect, awareness of consumer reporting schemes (and which ones) and whether they had used this mechanism for reporting. Demographic data were also collected from respondents. The data are summarised here using descriptive statistics.
The study was approved by the University of Newcastle Human Research Ethics Committee (H-2012-0210).
Results
Of 3520 eligible household contacts, 2484 telephone interviews were completed (response rate, 70.6%). There were 2497 completed surveys from the Pureprofile research panel. While the quota sampling used for the Pureprofile survey ensured similar proportions of respondents by sex, the CATI Low awareness of adverse drug reaction reporting systems: a consumer survey A.
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Conclusions: Consumers can contribute to our understanding of medicines safety, but there is low awareness of available reporting systems. Some consumers aware of ADR self-reporting systems appear prepared to use them, but promotion of and education on how to use reporting systems are required. Significant resources may be needed to support an enhanced consumer reporting scheme.
respondents were more likely to be female (59.6%) (Box 1). CATI respondents were also generally older than Pureprofile respondents (52.5% v 21.3% aged у 60 years) and often reported pensioner retired status (41.6%). More Pureprofile than CATI respondents reported having a university-level education (33.2% v 18.1%).
Responses from the two groups combined indicated that side effects of medicines were very common (46.3% of respondents) (Box 2), with most relating to prescription medicines (88.4%). Among respondents who had experienced a side effect, 84.6% reported the event to a health care professional, most often a general practitioner. The most common reasons for respondents not reporting it were that they had stopped using the medicine, the side effect was not serious enough, or they had expected it.
Among the whole study group, awareness of consumer reporting schemes was low (10.4%). However, of 217 respondents who had experienced a side effect and were aware of consumer reporting schemes, 46 (21.2%) had reported it using one of these schemes.
Discussion
This study found that many consumers experience medicine-related side effects, and most report these to a health professional. Few episodes result in a consumer ADR report, possibly relating in part to low awareness of reporting mechanisms. Compared with a similar UK study, more Australian consumers reported ever having side effects (46.3% v 23.5%), while similar proportions reported the event to a health professional (84.6% v 85.5%).
7 Awareness of the UK's Yellow Card Scheme for reporting was also low: 172 of 2028 respondents (8.5%) were aware of the scheme, and only three had used it. The Adverse Medicine Events Line is a telephone reporting service that was introduced in Australia in 2003 to allow consumers to report suspected ADRs to the TGA and receive advice about side effects. Analysis of the use of this service demonstrated that consumers can identify potential medication risk, report novel adverse reactions to prescription and complementary medicines, and identify serious reactions and drug-induced hospitalisations not reported by health professionals.
8 A UK study has found that, compared with reports made by health care professionals, patient ADR reports tend to be longer, contain more suspected ADRs, and refer to more than one suspected drug.
9 Health care professionals were more likely to refer to hospitalisation and life-threatening events, whereas consumers reported events that affected everyday activities, referred to symptoms and stressed their severity, and highlighted the emotional and social impact on their lives. The World Health Organization is promoting the role of the consumer in spontaneous ADR reporting as an adjunct to existing pharmacovigilance strategies and has developed guidance for establishing effective consumer reporting systems.
10
This interest in consumer ADR reporting comes at a time of relative decline in reporting by health care professionals. Of about 14 400 reports received by the TGA in 2011, only 7% were submitted by GPs, 5 compared with 28% of the 10 981 reports received in 2003.
11 Between 2003 and 2011 , the proportion of ADR reports received from pharmaceutical companies increased from 28% to 52%. 4,5 A similar decline in GP ADR reporting has also occurred in the UK.
12
There are likely multiple reasons for the decline in GP reporting. While medical specialty has been identified as a key influence on underreporting of ADRs by physicians, other influencing factors include ignorance about what should be reported; diffidence (fear of appearing ridiculous for reporting suspected ADRs); lethargy (procrastination and lack of interest or time to report); indifference (a belief that reporting would make little contribution to medical knowledge) and insecurity (lack of certainty of the drug causing the ADR). 13 The Royal Australasian College of Physicians has recently suggested Australian doctors should receive payment for completing ADR reports. 14 For consumers, it seems that lack of awareness of the reporting mechanisms is a major limiting factor. If the TGA is to facilitate and promote adverse event reporting by consumers, education is the first step. This could include posters in pharmacies, education in schools and community organisations, media promotion, and encouragement from health professionals. Reporting methods also need to be easy to access and use. Possibilities include a smartphone application that is part of a medication management system. However, greater participation in ADR reporting by consumers presents challenges. The TGA would need to be adequately resourced to respond to a larger number of consumer reports, to interpret the information provided, and to provide feedback or a c k n o w l e d g e m e n t t o t h e reporter. There is limited evidence from other jurisdictions to establish the value of such systems. A system allowing focused follow-up of patients with newly prescribed medicines has been used in Canada to enhance detection of ADRs.
15 At both 3 days and 2 weeks after starting a new medicine, the system generated a phone call to the patient. Using interactive voice response technology, patients were asked four questions about possible medicine problems and offered the opportunity to speak to a pharmacist. This approach differs from other prescription event monitoring systems 16 by proactively engaging consumers in their medicine management.
The use of two different data sources for our study overcame the potential representativeness problems of older, more often female respondents in CATI surveys, and younger respondents in online surveys. Key advantages of the online survey were the lower cost, high response rate and rapid completion of the survey. Despite some demographic differences between the two groups, awareness and use of consumer ADR reporting mechanisms were low in each (data not shown).
Consumers can contribute to our understanding of medicines safety, and we found that some consumers who are aware of self-reporting systems appear prepared to use them. First, consumers need to know that they can report, and then how to do so.
